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Public Health Service, HHS § 3.548 

(i) All documents and other evidence 
offered or taken for the record must be 
open to examination by both parties, 
unless otherwise ordered by the ALJ 
for good cause shown. 

§ 3.542 The record. 
(a) The hearing must be recorded and 

transcribed. Transcripts may be ob-
tained following the hearing from the 
ALJ. A party that requests a transcript 
of hearing proceedings must pay the 
cost of preparing the transcript unless, 
for good cause shown by the party, the 
payment is waived by the ALJ or the 
Board, as appropriate. 

(b) The transcript of the testimony, 
exhibits, and other evidence admitted 
at the hearing, and all papers and re-
quests filed in the proceeding con-
stitute the record for decision by the 
ALJ and the Secretary. 

(c) The record may be inspected and 
copied (upon payment of a reasonable 
fee) by any person, unless otherwise or-
dered by the ALJ for good cause shown, 
which may include the presence in the 
record of identifiable patient safety 
work product. 

(d) For good cause, which may in-
clude the presence in the record of 
identifiable patient safety work prod-
uct, the ALJ may order appropriate 
redactions made to the record. 

§ 3.544 Post hearing briefs. 
The ALJ may require the parties to 

file post-hearing briefs. In any event, 
any party may file a post-hearing brief. 
The ALJ must fix the time for filing 
the briefs. The time for filing may not 
exceed 60 days from the date the par-
ties receive the transcript of the hear-
ing or, if applicable, the stipulated 
record. The briefs may be accompanied 
by proposed findings of fact and conclu-
sions of law. The ALJ may permit the 
parties to file reply briefs. 

§ 3.546 ALJ’s decision. 
(a) The ALJ must issue a decision, 

based only on the record, which must 
contain findings of fact and conclu-
sions of law. 

(b) The ALJ may affirm, increase, or 
reduce the penalties imposed by the 
Secretary. 

(c) The ALJ must issue the decision 
to both parties within 60 days after the 

time for submission of post-hearing 
briefs and reply briefs, if permitted, 
has expired. If the ALJ fails to meet 
the deadline contained in this para-
graph, he or she must notify the par-
ties of the reason for the delay and set 
a new deadline. 

(d) Unless the decision of the ALJ is 
timely appealed as provided for in 
§ 3.548, the decision of the ALJ will be 
final and binding on the parties 60 days 
from the date of service of the ALJ’s 
decision. 

§ 3.548 Appeal of the ALJ’s decision. 

(a) Any party may appeal the deci-
sion of the ALJ to the Board by filing 
a notice of appeal with the Board with-
in 30 days of the date of service of the 
ALJ decision. The Board may extend 
the initial 30 day period for a period of 
time not to exceed 30 days if a party 
files with the Board a request for an 
extension within the initial 30 day pe-
riod and shows good cause. 

(b) If a party files a timely notice of 
appeal with the Board, the ALJ must 
forward the record of the proceeding to 
the Board. 

(c) A notice of appeal must be accom-
panied by a written brief specifying ex-
ceptions to the initial decision and rea-
sons supporting the exceptions. Any 
party may file a brief in opposition to 
the exceptions, which may raise any 
relevant issue not addressed in the ex-
ceptions, within 30 days of receiving 
the notice of appeal and the accom-
panying brief. The Board may permit 
the parties to file reply briefs. 

(d) There is no right to appear per-
sonally before the Board or to appeal 
to the Board any interlocutory ruling 
by the ALJ. 

(e) The Board may not consider any 
issue not raised in the parties’ briefs, 
nor any issue in the briefs that could 
have been raised before the ALJ but 
was not. 

(f) If any party demonstrates to the 
satisfaction of the Board that addi-
tional evidence not presented at such 
hearing is relevant and material and 
that there were reasonable grounds for 
the failure to adduce such evidence at 
the hearing, the Board may remand the 
matter to the ALJ for consideration of 
such additional evidence. 

VerDate Nov<24>2008 08:52 Nov 03, 2009 Jkt 217179 PO 00000 Frm 00071 Fmt 8010 Sfmt 8010 Y:\SGML\217179.XXX 217179dc
ol

on
 o

n 
D

S
K

2B
S

O
Y

B
1P

R
O

D
 w

ith
 C

F
R


		Superintendent of Documents
	2014-09-18T17:26:07-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




